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Stability of Ogamma 100, a natural interferon pharmaceutical 

. gamma . -Interferon in the form of a freeze- 

dried injectable prepn. (Ogamma 100) had an amino 

acid sequence of human . gamma . -interferon and 

was stable for .gtoreq.8 wk at room temp, under white fluorescent light, 
for .gtoreq.36 mo at 25. degree, in the dark. Upon dissoln. together with 
albumins and sucrose in distd. water, the . gamma. - 
interferon remained stable for .gtoreq.3 days at room temp. 
Combination of the prepn. with 1 % procaine . cntdot . HC1 injection or 1 % 
lidocaine injection did not cause changes in soly., pH, activity, and 
osmotic pressure. 
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Stable . gamma . -interferon composition. 
A frozen or lyophilized human . gamma. - 

interferon compn. in the substantial absence of inorg. salt, 
contains a monoamino aliph. amino acid. The human . 
gamma . -interferon includes natural interferon 

and interferon obtained by recombinant DNA technol . Thus, 0.5 mL aq. 
soln. contg. 15 mg glycine was added to 1 mL human . gamma. - 
interferon soln. having a potency of 2.4 .times. 106 IU/mL and 
contg. 3 mg glutathione (reduced form). Then, the mixt . was 
lyophilized in a vial. When the lyophilizate was 

reconstituted with 1 mL of distd. water for injection, the soln. was clear 
and showed 100% residual potency. 
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Preparation containing stabilized physiologically active substance 

The title prepn. comprises a modified gelatin and a physiol. active 

substance made of a basic protein or polypeptide, i.e. . gamma. - 

interferon, obtained from a microorganism by recombinant DNA 

technol. The chem. modified gelatin, used as a stabilizer, 

prevents a reagglutination of . gamma . -interferon so as 

to provide a prepn. for parenteral administration. Thus, .gamma 

.-interferon was dissolved in the chem. modified gelatin 

(principal component of Haemaccel), and the soln. was passed through a 

sterilization filter. The filtrate was freeze-dried 

and its antiviral effect was measured. 
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Interferon solubilization with amino acids 

Interferon is solubilized by addn . of 5 .times. 10-6 - 5 .times. 10-3 mo 
amino acid/106 units interferon. The amino 

acid may be arginine, histidine, lysine, hydroxylysine, ornithine, 
glutamine, . gamma . -aminobutyric acid, . epsilon . -aminocaproic acid, or a 
salt of these compds . Thus, 5 mg serum albumin, 5 mg NaCl, 30 mg 
arginine-HCl, and 3 .times. 106 units of . gamma. - 
interferon were mixed with 2 mL H20, and freeze- 
dried. The product was dissolved in 5 mL H20, held 6 h at 
25. degree., and the absorbance was measured at 400 nm. The amt . of . 
gamma . -interferon that remained in soln. was 98%. This 
solubilization may be used to facilitate the isolation and purifn. of 
interferon produced by recombinant DNA technol. 
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Gamma interferon composition 

Stable . gamma . -interferon (I) compns. comprise in 

addn. to I at least 3 mg albumin or 5 mg of a sugar such as a mono-, 
disaccharide, or sugar alc./l .times. 10-2-1 .times. 10-7 units I as 
stabilizer. In the stabilized compn. I is not inactivated during 
lyophilization of the aq. soln. contg. I and the storage stability 
of the dry prepn. formed by lyophilization is improved. Thus, a 
lyophilized prepn. contg. sucrose [57-50-1] at 10 mg/mL I which 
had an activity immediately before lyophilization of 100% had 
96% activity after lyophilization and 90% after 6 mo storage at 
room temp, compared to 32% for I without stabilizer. 
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Stabilized injection solutions containing nonlyophili zed gamma-inter fer 
A liq. pharmaceutical compn. comprises an effective amt . of nonlyophili 
. gamma . -interferon . The compn. further includes a 

buffer capable of maintaining the pH within 4-6, polyhydric sugar ales, 
stabilizer, and a nonionic detergent. The relative shelf-life for 
the liq. contg. 2 mg/mL . gamma . -interferon, mannitol, 
and succinate buffer was 10 days as compared to 1 day for the 
lyophilized formulation. 
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TI MEDICAMENT ADMINISTRATION SYSTEM 

AB A pharmaceutical formulation to be administered by a medicament 

administration device, which can maintain high stability of a biological 
active substance, is provided. In preparing the pharmaceutical 
formulation to be administered via mucous membrane, particularly a 
pharmaceutical formulation to be inhaled by utilizing a jet nebulizer, 
an ultrasonic nebulizer, a metered dose inhaler, or a dry powder 
inhaler, the adoption of the step of contacting the biological active 
substance with liposomes or microspheres in an aqueous medium enables 
the substance to be highly stabilized. 
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